TecT-cuctema
UMMYHODEPMEHTHAS
0151 BbISIBJIEHUSI QHTUTEN
knacca A K Bo30yautensam
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(Yersinia enterocolitica) n
ncesaooTybepkynesa
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pseudotuberculosis).
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1. HasHa4yeHue

HacToswas nHCTpyKuus pacnpocTpaHaeTcs Ha
MeaANLMUHCKNN MMMYHOOMONOrnyeckuin npenapar
«MepcnHnos-NPA-IgA» — TecT-cuCcTEMY MMMYHO-
depMeHTHYIO AN14 BbISIBNEHNS aHTUTEN knacca A K
BO30yanTENSAM KULLEYHOro nepcuHmno3sa (Yersinia
enterocolitica) n nceBnoTybepkynesa (Yersinia
pseudotuberculosis), COCTOSALLYIO N3 MHOFOKOM-
NoHeHTHOro Habopa peareHToB 419 NOCTaHOBKW He-
npPSIMOro UMMyHodepMeHTHOro aHanmnaa (MMA) Ha
TBEpOO0daA3HOM HOCUTENE.

OpauH Habop paccynTaH Ha NnpoBeaeHme 96 onpe-
DEeneHni, BKIoYast KOHTPOU.

B Habope 1Mcnonb3yeTcsa KOMMo3numsa pekomou-
HaHTHbIX 6EIKOB MEPCUHUIA, COPOMPOBAHHbIX Ha MO-
BEPXHOCTU CTPMUMOB.

TecT-cncrtema MnO3BOMASET KA4YECTBEHHO M MNO-
NIYKONIMYECTBEHHO WHTEPNPETUPOBATb PE3yNbTaThl,
npenHasHadyeHa ANg anNnaeMmnoniormyecknx n Kim-
HUYECKMX UCCNedOBaHUA, MOHUTOPUHra Tepanuu
3aboneBaHus
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2. CocTaB HaGopa

e «BPC»: bydep ana pasBeneHns CbiIBOPOTOK, MPO-
3payHas XnaKocTb KpacHoro ygeta (1 dax10 mn);

* «<BUNC»: 6ydep ansg nHkybaumm celIBOPOTOK, MPO-
3payvHas XuakocTtb cuHero useTta (1 dnx10 mn);

® «PK»: pacTBOp KOHbIOrata, MOHOKJ/IOHAJIbHbIE Mbl-
WK1Hble aHTUTEna K IgA 4yenoBeka, KOHbLIOrMPOBAH-
Hble C MepPOKCNAA30M XpeHa, NPo3payHasa XnaoKoCTb
xentoro useta (1 dnx12 mn);

o «LUDB»: untTpaT-pocdatHbii Oydep, npo3payHas,
OecuBeTHas XuakocTtb (1 pnx7 mn);

o «TMb»: 3,3,5,5’-TeTpamMeTundeH3nagnH, npo3pay-
Hag, crerka onajsecumpyowas XuaKocTs (1 dnx7 mn);

e «Cton-peareHT»: 2N pacTBOp CONSHOM KNCOTbI,
npo3payHas 6ecuBeTHas XuakocTb (1 dax12 mn);

e «K+»: MONOXUTENbHBIM KOHTPOJIbHLIA 06pasew,
CbIBOPOTKa KPOBU 4yenoBeka B passegeHun 1:100,
coaepxaliasa aHTuTena knacca A K aHTureHam mep-
CVHUN, WHaKTUBMPOBAHHAs, Mpo3padyHas, cner-
Ka onanecuuvpylolias XuaKkoCTb, KPacHOro uBeTa
(1 dnx1,2 mn);

e «K-»: OTpMUATENbHbLIN KOHTPOJbHLIM 0b0pasel,
CbIBOPOTKA KPOBW 4yenoseka B passegeHun 1:100,
He cogepXxallas aHTUTEN K aHTUreHamMm NEPCUHUNA,
VHaKTMBMPOBAHHAs, Npo3payHag, crerka onanecum-
pyloLL,as XXNAKOCTb, 3e/IEHOro uBeTa (2 dnx1,2 mn);

o «OCB-T»: 20-kpaTHbIN KOHUEeHTpaT docdaTHo-
conesoro 6ydepa c TBMHOM, Mpo3payHasl, crnerka
onanecumpyloLas XnakocTtb (2 dnx20 mn);

® «<MMMYHOCOPOEHT»: NOANCTUPOSIOBLIN NN NON-
XJTOPBUHUNOBLIA 96-yHOYHbIN Pa300pHbINA MnaH-
LeT, B JIyHKax KOTOporo copbupoBaHa CMeChb pe-
KOMOMWHAHTHbIX aHTUFEHOB MEPCUHWIA.
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3. Cnoco6 npumeHeHus
[ na npoeeaeHna aHanM3aa Ucrnosb3ytoTca obpas-

Libl CbIBOPOTKW U NMNna3Mbl KDOBW.

BHumaHune!

ONsg  WNCKAIYEHUST NTOXHOMONOXUTESNbHbLIX pe-
3yNbTaTOB UCCieAyeEMblE CbIBOPOTKM HEOOXOAMMO
rOTOBUTb U XPaHUTb B CTEPWJIbHbIX YC/IOBUSIX, UC-
KJIIOYaKLWKUX BO3MOXHOCTb OakTepmanbHOro npo-
pocTta. Heobxoammo ocBeTnsaTb 06pasubl ChlBO-
pOTOK, coaepXalmx 0CafoK W arperatbl, NyTEM
ueHTpudyruposaHms. He ncnonb3oBaTtb CbIBOPOTKU
C BbIPAXEHHbIM FEMOAN30M, TMNEPAUNNOEMUNEN W
OakTepuemuein. Maberatb NMOBTOPHbIX LMKJIOB 3a-
MOpaxmnBaHus-oTTamBaHna obpasyoB. He gonycka-
€TCS TeCTMPOBaHMeE Nyna, coaepXallero HeCKOJbKO
06pa3sLoB cbiBOPOTOK. Kaxabii 06pasel, CbIBOPOTKU
WU pacteopa HeobxoaMmMo oTbMpaTb HOBbIM HAKO-
He4yHnkoM. nsa otbopa uccnenyembix Npod 1 KoM-
MOHEHTOB NPUMEHSATb NMUMETKU C MOrPELUHOCTbLIO U3-
MepeHus obbema He bonee 5%.

Mpwn NnpoBeaeHUN aHann3a HeNb3s NCNONb30BaTh
KOMMOHEHTbl U3 HAaBOPOB pasHbIX CEPUIA NN CMe-
LUMBATb MX B MPOLECCE NPUrOTOBEHNS PACTBOPOB.

TecT-cuctema BASETCHA NOMHOCTbLIO Ononornye-
Cckm 0e30MnacHoOM, T.K. COOEPXUT PeKOMOVHAHTHbIE
AHTUIreHbl " MHAKTUBMPOBAHHbIE KOHTPOJIbHbIE CbIBO-
poTku. MNpu aHannae KNMHMYecknx oopa3LLoB C TECT-
cucTemMom cnegyet obpallatbes, Kak C MoTeHumanb-
HO MHMEKLMOHHBIM MaTePUANOM: He NUMETUPOBATb
pacTBOpPbI PTOM; paboTaTb B PE3NHOBLIX NMEpYaTKaXx;
BCeE MCMNOJIb30BaHHbIE MaTepualibl NogBepraTb 00-
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paboTke pacTtBopoM 70% aTmMnoBoro cnupTta unn 6%
pacTBOPOM MEepekucr BOAOPOAA C MNocnenyloLllen
BblAepPXKOM npu Temnepatype 20-25°C He mMeHee
2 4acos.
Mpwn nonagaHnum Ha KOXY UNU CAN3NCTble 00004-
Kn cogepxumoro ¢dnakoHoB «TMbB» nnm «Cton-pea-
reHT» HEMEAJIEHHO NMPOMbITb NMOPaXEHHbIE Y4aCTKU
OONbLLINM KOJIMYECTBOM BOAbI.
[na npoBeaoeHUs aHanu3a OOMNOSIHUTENIbHO Tpe-
OyloTCa cneayoume matepuanbl:
* ONCTUNIMPOBAHHAA BOAA;
® 3TWUSIOBbIN CMIMPT, XJIOPAMUH WX NEPEKNCH BOAO-
poaa ang ae3nHdekunn;
® pPe3NHOBbIE NepYaTKy;
* punbTpoBanbHaga Oymara.




KS-040

4. MpuroToBNeHNEe peareHToB

4.1. NpurotoeneHne padoyero pacteopa «PCHB-T»
0N NPOMbIBKM NnaHLweTa.

Copepxunmoe ogHoro ¢pnakoHa «PCB-T» nepeHe-
CTV B MEPHbIV LMANHAOP U O0BEeCTU 00beM pacTBopa
00 400 mn gUCTUNIMPOBaHHOM BOAON. [pn Hannumn
BO dpnakoHe ¢ koHueHTpaTtom «PCB-T» ocagka co-
nen, Heo6xo4MMO NOAOrPEeTb ero Npu TeMneparype
(37+1)°C po nonHOro pacTtBopeHuda. XpaHeHue: pa-
6ounii pacteop «®OCB-T» xpaHAaT Npu TemMnepaType
oT +2 no +8°C He 6Gonee 1 mecsaua.

4.2. NpenBapuTenbHOe pa3BeaeHne CbIBOPOTOK.

O6pasubl nccnegyemMbix CbIBOPOTOK Pas3BoOAdAT
1:10 B «<BPC». Anga atoro cmewmbaioT 10 MK KaXXa0n
cbiBOpoTkU ¢ 90 mkn «BPC». Pa3BeneHHbie 06pa3sLbl
nccneayemMbix CbIBOPOTOK XPaHEHMIO HE noaJsiexar.
KoHTponbHble 06pa3upl «K+» 1 «K-» rotoBbl K UC-
MoJSIb30BaAHMIO.

4.3. MNpurotosneHne paboyero pacTeopa cybcrpara.

PacTtBop cybcTpata rotoBAT HENnocpeacTBEHHO
rnepeg ncnosib30BaHMEM B OTAEbHOM YACTOMN EMKO-
ctn. B pacuete Ha 1 cTpun 0,5 mn pacteopa 13 ¢pna-
koHa «LUdb» cmewatb ¢ 0,5 mn «TMB». PacTBop TLla-
TenbHO nepemellatb. XpaHeHue: He 6onee 10 MuH
npu Temnepatype 20-25°C B 3auMLLEHHOM OT CBeTa
MecTe.

4.4. XpaHeHne CTPUOB.

Hencnonb3oBaHHbIE CTPUMbI XPaHUTb TOJIbKO B
repMeTMyHO 3aKkpbITOM MakeTe npu Temrnepartype
2-8°C He Oonee MecsL,a C MOMEHTa UCMOJIb30BaHMA.
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5. MNpoBeaeHve UMMyHODEPMEHTHOIO aHaNIn3a

5.1. MpurotoBuTb pabounii pacteop «OCB-T» (cMm.
n.4.1). Bce KOMNoHeHTbl Habopa, BK/oYas CTPUIbI,
nporpeTb B Te4eHne 30 MMH Npu KOMHATHOW TemMne-
patype (20-25°C).

5.2. YcTaHOBUTbL B pamke mniaHweTa Heobxoam-
MO€ KONM4ecTBO CTpurnoB. OcTaBwIMecs CTPUMbI
cpa3y ynakoBaTb U XpaHUTb B COOTBETCTBUM C
MHCTPYKUuuen (cm. n. 4.4).

5.3. B nyHky nnaHweTta Al BHecTn 100 mkn «BNC»
M UCMofb3oBaTb kak OnaHk. B nyHky B1 BHecTu
100 mkn «K+», B nyHkn C1 n D1 BHecTn no 100 mkn
«K-». B ocTanbHble NyHKW nnaaHweTta BHecTu no 90
Mkn «bNC» n no 10 MKn NpeaBapuUTenbHO passe-
OEHHbIX UCCNefyemMbiX CbIBOPOTOK, MPUrOTOBJIEH-
HbIX cornacHo n.4.2. OkoH4yaTeNbHOe paboyee pas-
BegeHmne cbiBopoTok 1:100. MNocne aToro nnaHweTt
3aKpbITb KNIEMKON NEeHTON 1 nHkyobmnposatb 30 MUH
npn (37+1)°C B wenkepe Npu CKOPOCTU BpaLLeHUsd
nnatdopmbl 500 06/MUH Unu 1 Yac npu Temneparty-
pe (37+1)°C B TepmocTarTe.

5.4. o okoOHYaHUM NHKYBaLu MK MAaHLET NPOMbITb
pabounm pacteopom «PCB-T» 5 pa3 cnegyowmm
obpas3om:

® yoanuTb COOEPXNMOE JTIYHOK B EMKOCTb C AE3UH-
drumMpyoLWrmM pacTBOPOM;

® B KaXayto nyHKy BHecTu no 300 Mk NPOMbIBOY-
Horo 6ydepa, nepemewatb B TedeHmne 10 cekyHa Ha
wenkepe;

° yOanuTb COOEPXNMOE JTIYHOK B EMKOCTb C AE3UH-
bdULMPYIOLLMM PacTBOPOM;
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® TLWATENbHO YyAANUTb OCTaTKNU COLEPXUMOro Ny-
HOK JIEFKMMW NOCTYKUBAHUSIMU NEPEBEPHYTON pam-
K1 MO CTOnKe GunbTPOBAaSIbHOW Bymaru.

5.5.Mocne npoMbIBKN M yaaNIeHUS BNarvi B KaXxayto
NYHKY BHeCTU «PK» o6bemom no 100 mkn. MnaHweTr
3aKpbITb KNENKOW NeHTon n nHkyobmnposatb 30 MUH
npn (37+1)°C B Wweikepe Npu CKOPOCTU BpalleHUs
nnatdopmbl 500 06/MuH nnm 30 MUH Npu Temnepa-
Type (37+1)°C B TepmocTarTe.

5.6. Mo okoHYaHMN NHKYBALLMKX NAAHLWET NPOMbITb
«PCB-T» NaTb pas 1 yganuTb OCTATKN BNArv U3 niax-
weTta (cm n.5.4).

5.7. BHeCTu B KaXayto NyHKY niaHweTa pacTBop
cybcTparta oo6bemom no 100 Mk, NPUrOTOBNEHHOIO
cornacHo n.4.3. NnaHweTt nomecTnTb Ha 10 Mn1H B 3a-
LUMLLIEHHOE OT CBETa MEeCTO MNpPu KOMHATHOM TemMnepary-
pe 20-25°C.

5.8. Peakuuio 0CTaHOBUTb BHECEHUEM B KaXayto
nyHky 100 mkn cogepxummoro ¢nakoHa «Cton-pea-
reHT». [Nepemeluatb cogepxxmmoe nyHok. lNponsse-
CTU U3MEPEHME ONTUYECKOM MAOTHOCTM Npu ANVHE
BOJIHbI 450 HM B TeueHure 10 MuH (CMm. n. 6).
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6. YyeT pe3ynbTraTtoB

YyeT pesynbraTtoB MNpPOBOAAT CReKTpodoTome-
Tpuyeckn npu gnuHe BonHbl 450 HM. Hynesoli ypo-
BeHb (6n1aHK) ycTaHaBAMBAKOT N0 BO3Ayxy. Pe3dynbra-
Thl YYNTBIBAIOT TOJIbKO B TOM Cllyyae, eCiu:

e 3HavyeHne Ol B NlyHKax C KOHTPOSEM KOHblorata
(On,,) He npesbiwaet 0,15;

e B niyHKkax ¢ «K-» cpenHee 3Ha4veHue Ol (Ol K-Cp)
He 6onee 0,3;

e B flyHKax ¢ «K+» 3Ha4yeHne Ol He meHee 0,6.

3HayveHus Ol KOHTPOJIBHOro OTpuULLATENbHOrO
obpasua He OokHbl oTnnyaTbes ot Ol K-C'D Oonee
yeMm Ha 20%. B npoTMBHOM cny4yae HeoBX0aMMO MNo-
BTOPUTb MCCNeA0BaHMe.

On _paccuynTbiBalOT N0 GopMyne:

KpuT
on.,. =0nkK-_+0,2

KpUT

Koaddunumnent ceponosutnsHoctn (KC) cbiBo-
POTKM paccymTbiBaloT Mo GopMyrne:

_ Ol vcecnenyemoin CbiBOPOTKM
- on

KpuT

KC
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7. UHTepnpeTauuna pe3ybTaTtoB

KC

pesynsrart

<0,9

OTpuuaTenbHbi pe3ynbTaTt
YkasblBaeT, 4TO TecTupyeMsblii obpa-
3eu, NMbo He COOAEePXUT aHTUTEN Knac-
ca A Kk BO3OyauTensamMm MepCUHMO30B,
Moo COOEpPXUT He OeTeKTUpPyemMbli
YPOBEHb aHTUTET.

0,9-11

CoMHMUTENbHbIV pe3ynbTar,

«cepasi 30Ha»
[MoBTOPUTL aHanu3. Ecnn nosTOpHOE
nccnenoBaHMe BbISIBUIO COMHUTESb-
HbIl pe3ynbTart, PEKOMEHAYETCH Mpo-
BECTW [OMNOJIHUTENIbHOE WUCcnenoBsa-
H1e HOBOro 0OpasLLa CbIBOPOTKM Yepe3
4-6 Hepenb.

> 1,1

MonoxutenbHbI pe3ynbTaTt

PekomMeHayeTcsd COOTHOCUTb AaHHble Ceposo-
r’MYEecKOro aHanmsa ¢ pesyabratamum Apyrux guar-
HOCTUYeCcKMX obcnenoBaHWn, a TakXe C KIAUHU-
4Yeckown KapTMHOM 3abosieBaHMA M Ha OCHOBaAHUWU
KOMMJIEKCHbIX KJIMHUKO-1ab0paTopHbIX UCCnenoBa-
HUIN CTaBUTb OKOHYATENbHbIN OAMarHo3.

10
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8. MonykonuyectBeHHas oueHKa pe3yJibTa-

TOB aHanu3a

Ona oueHkn OnHaMuKm MMMYHHOIO OoTBeTa pe-

KOMeHayeTca cpaBHMBaTb 3HaveHns KC cbiBOPOTOK
nauueHTa, cobpaHHbIX ¢ MHTepBanom 1-2 Hepenu. B

Tabnuue ykasaH OPUEHTUPOBOYHbLIA TUTP CbIBOPOT-

KW, COOTBETCTBYIOLLWI NONy4eHHOMY 3Ha4veHuto KC.

nmana3oH KC onga IgA

OPUEHTUPOBOYHBIN TUTP

CbIBOPOTKM
1.1-15 1:100
1.5-3.0 1:200
3.0-4.5 1:400
45-6.5 1:800
6.5-9.0 1:1600
>9.0 >1:3200

11
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9. ®dopma Bbinycka

BbinyckatoT B BuAe Habopa KOMMOHEHTOB, BKJIO-
yaloLero:

* «<BPC»: Oydep Aonsg pasBefeHUsi CbIBOPOTOK —
1 pnakoHx10 mn;

e «bNC»: Oydep ANg MHKyOaUUM CbIBOPOTOK —
1 dpnakoHx10 m;

e «PK»: pacTBOp KOHBblOrata — 1 pnakoHx12 mn;

o «LIDB»: umTpat-pocdatHbIi Bydep — 1 hnakoHx7 mi;

o «TMB» — 1 pnakoHx7 mn;

e «Cton-peareHT»: 2N pacTBOpP CONSHOM KUCNOTbl —
1 pnakoHx12 mn;

o «K+»: MONOXUTENbHBIA KOHTPOJIbHBIN 0Opasel, B
passeneHumn 1:100, xnakas, MHaKTUBUPOBAHHAS Chbl-
BOPOTKa KpoBU Yenoseka — 1 pnakoHx1,2 mn;

e «K-»: OoTpuuaTenbHbI KOHTPONbHbIA 00paseL, B
passegeHuu 1:100, xnakas, NHaKTUBMPOBAHHAS Cbl-
BOPOTKa KPOBU YenoBeka — 2 ¢pnakoHax 1,2 mn;

o «OCB-T»: 20-kpaTHbIN KOHUEHTpaT docdaTHo-
coneBoro 6ydepa ¢ TBUHOM — 2 pnakoHax20 M,

* «<MIMMYyHOCOPGEHT»: NOANCTMPOSIOBLIN 96-1yHOY-
Hbl1 Pa30OpPHbIN NAAHLIET, B JIyHKaxX KOTOPOro Cop-
OunpoBaHa CMeCb PEKOMOWNHAHTHbIX aHTUFEHOB Mep-
CUHWI, 3anasiHHbIA B naketT — 1 wT;

¢ Jlvnkas neHTa oisi TepMOCTaTUPOBaHNS MIAHLLIETOB;

e VIHCTPYKLMS MO NPUMEHEHMUIO.

12
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10. CpokK rogHOCTU, YCJZIOBUSI XPaHEHUSA U
TPaHCNOPTUPOBaAHUA.

XpaHeHne 1 TpaHCNOPTUPOBaHME NPOBOASAT B CO-
oteBetcTBMK ¢ CI1 3.3.2.1248-03 npu temnepatype
ot +2 po +8°C. 3amopaxuBaHne He A0nyckKaeTcy.
Cpok rogHocTu 6 mecsueB. TecT-cucTemMa C UCTek-
LM CPOKOM FOAHOCTU NMPUMEHEHUIO HE NOAJIEXMUT.

Peknamaunu Ha kKa4eCcTBO HAOOPOB HaNPaBATb
Ha NpeanpuaTMe-n3roToBUTEND:

000 «OMHUKC»

WWW.0mnix.ru

194044, r. CankT-lNeTepbypr,

np. Bonbwon CamncoHneBckumn 11,

Ten./dakc: (812) 542-01-01,

Ten.: (812) 972-52-04,

sales@omnix.ru
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